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Status 
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Continued Examination Under 37 CFR 1.114 

1 . A request for continued examination under 37 CFR 1.114, including the fee set forth in 
37 CFR 1.17(e), was filed in this application after final rejection. Since this application is 
eligible for continued examination under 37 CFR 1.1 14, and the fee set forth in 37 CFR 1.17(e) 
has been timely paid, the finality of the previous Office action has been withdrawn pursuant to 
37 CFR 1.114. Applicant's submission filed on September 22, 2006 has been entered. 

Response to Amendment 

2. Amendment filed on September 22, 2006 has been entered. Claims 30, 32, 34, 36, and 38 
have been cancelled. New claims 40-45 have been added. Claims 1-16, 18-19, 25-29, 31, 33, 35, 
37, and 39-45 are pending in the application. 

Election/Restrictions 

3. Newly submitted claims 40-45, and amended claim 29 are directed to an inventions that 
is independent or distinct from the invention originally claimed for the following reasons: 
specification as filed shows that (i) spray nozzles (See Fig. 6; P29, P31) positioned either on the 
wall of the drum, as required by new claims 40-41, or on the bottom of the drum, as required by 
new claims 42-43, (ii) perforations in the wall of the drum (See Fig. 5; P30-32) of amended 
claim 29 are embodiments that are alternative to the originally presented channel (See Fig. 7; 
P33). Note that a dual use channel of claim 44 is one of features of a part of the embodiment (i), 
and a removable lid of claim 45 is one of features of the embodiment (ii). 

Since applicant has received an action on the merits for the originally presented 
invention, this invention has been constructively elected by original presentation for prosecution 
on the merits. Accordingly, amended claim 29 and new claims 40-45 are withdrawn from 
consideration as being directed to inventions that are independent or distinct from the invention 
originally claimed. 
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Claim Rejections - 35 USC §103 

4. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in 
section 102 of this title, if the differences between the subject matter sought to be patented and the prior art are 
such that the subject matter as a whole would have been obvious at the time the invention was made to a person 
having ordinary skill in the art to which said subject matter pertains. Patentability shall not be negatived by the 
manner in which the invention was made. 

5. Rejection of claims 1, 2, 12, 13 under 35 U.S.C. 103(a) as being unpatentable over 
Vickery (US 3,991,750) in view of Lucke (5,302,201) has been withdrawn due to amendment. 

6. Rejection of claim 3 under 35 U.S.C. 103(a) as being unpatentable over Vickery (US 
3,991,750) in view of Lucke (5,302,201), further in view of Yalkowsky (US 4,489,026) has been 
withdrawn due to amendment. 

7. Rejection of claim 4 under 35 U.S.C. 103(a) as being unpatentable over Vickery (US 
3,991,750) in view of Lucke (5,302,201), further in view of Forster (US 4,581,242) has been 
withdrawn due to amendment. 

8. Rejection of claims 7, and 9-1 1 under 35 U.S.C. 103(a) as being unpatentable over 
Vickery (US 3,991,750) in view of Lucke (5,302,201), further in view of Dunajtschik (US 
4,586,457) has been withdrawn due to amendment. 

9. Rejection of claim 19 under 35 U.S.C. 103(a) as being unpatentable over Vickery (US 
3,991,750) in view of Lucke (5,302,201), further in view of Fernandez et al (US 3,696,188) has 
been withdrawn due to amendment. 

10. Claims 1-3, 12, 13, 18, 25-28, 31, 33, and 35 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Roorda et al (US 20040261698) in view of Lucke (5,302,201). 

Roorda et al disclose a method of coating stents (See PI 6) for the delivery of therapeutic 
(See P21) comprising: placing stents into a rotatable pan 204 including a drum, tumbling the 
stents by rotating the drum about a longitudinal axis of the drum (obviously stents are free to 
strike the bottom or the wall of the drum) (See Fig. 2; PI 7), spraying a therapeutic in a solvent 
carrier over the tumbling stents (See PI 8); and removing the solvent using hot air of 15-200 °C 
(drying) (See PI 9). 
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Roorda et al fail to teach that that the therapeutic is sprayed by moving it through a 
channel positioned in the drum and containing a plurality of orifices (Claim 1); the drum has a 
plurality of orifices in the wall (Claims 12 and 13). 

Lucke teaches that coating cores in rotary drums containing a plurality of orifices 5 1 in 
the wall, where a pharmaceutical coating material is applied (See column 4, lines 21-22) by 
moving the coating materials through a carrier (channel) 54 positioned in the drum and having a 
plurality of spraying nozzles (orifices) 53, spraying the coating materials through the nozzles 53 
(See Fig. 4; column 7, lines 30-38) and the applied coating is dried by blowing a gas, allows to 
achieve high quality of coated cores (See column 4, lines 34-35). 

It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to have coated cores of Roorda et al using a rotary drum of Lucke containing a 
plurality of orifices, where a pharmaceutical coating material is applied by moving the coating 
v materials through a carrier positioned in the drum and having a plurality of spraying nozzles, and 
spraying the coating materials through the nozzles, and the applied coating is dried by blowing a 
gas with the expectation of providing the desired high quality of coated cores, as taught by 
Lucke. 

As to claims 3 and 26 , Roorda et al fail to teach that inert gas is used instead of air. 
It is well known in the art that inert gas should be used in case a bioactive coating is 
sensitive to air. 

It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to have used inert gas in Roorda et al with the expectation of providing the desired 
high quality bioactive coating if a bioactive coating is sensitive to air. 

It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to have used inert gas in Roorda et al in view of Forster with the expectation of 
providing the desired high quality bioactive coating if a bioactive coating is sensitive to air. 

As to claims 28 , blowing of air or gas does not continue indefinitely and thus is 
"periodic". 

11. Claims 12, 13, 25-28, 33, and 35 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Roorda et al in view of Forster (US 4,581,242). 
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Roorda et al are applied here for the same reasons as above. Roorda et al fail to teach that 
implants are suspended above an internal surface of the drum. 

Forster teaches blowing air or gas up through the bed of objects in a side vented coating 
pan (i.e. having a plurality of orifices in the wall as claimed) allows drying the objects at all 
levels (i.e. suspending the medical implants) provides defect-free coatings as they are held aloft 
(See column 1, lines 18-30, 42-50). 

It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to have modified a method of Roorda et al to blow air up through the articles in the 
coating pan to suspend the medical implants with the expectation of providing the desired defect- 
free coatings as they are held aloft, as taught by Forster. 

As to claim 26 , It is well known in the art that inert gas should be used in case a bioactive 
coating is sensitive to air. 

It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to have used inert gas in Roorda et al in view of Forster with the expectation of 
providing the desired high quality bioactive coating if a bioactive coating is sensitive to air. 

As to claims 28 , blowing of air or gas does not continue indefinitely and thus is 
"periodic". 

12. Claims 1-4, and 31 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Roorda et al in view of Forster, further in view of Lucke. 

Roorda et al in view of Forster fail to teach that the therapeutic is sprayed by moving it 
through a channel positioned in the drum and containing a plurality of orifices (Claims 1, 29) 

Lucke teaches that coating implants in rotary drums containing a plurality of orifices 51 
in the wall, where a pharmaceutical coating material is applied (See column 4, lines 21-22) by 
moving the coating materials through a carrier (channel) 54 positioned in the drum and having a 
plurality of spraying nozzles (orifices) 53, spraying the coating materials through the nozzles 53 
(See Fig. 4; column 7, lines 30-38) and the applied coating is dried by blowing a gas, allows to 
achieve high quality of coated cores (See column 4, lines 34-35). 

It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to have sprayed a coating material in Roorda et al in view of Forster by moving the 
coating material through a carrier positioned in the drum and having a plurality of spraying 
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nozzles with the expectation of providing the desired high quality of coatings because Lucke 
teaches that coating implants in rotary drums containing a plurality of orifices in the wall, where 
a pharmaceutical coating material is applied by moving the coating materials through a carrier 
(channel) positioned in the drum and having a plurality of spraying nozzles (orifices), spraying 
the coating materials through the nozzles and the applied coating is dried by blowing a gas, 
allows to achieve high quality of coated implants. 

13. Claims 5, 6, 8, 14-16, and 18 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Roorda et al in view of Forster, further in view of Schwartz et al (US 6,607,598). 

Roorda et al in view of Forster are applied here for the same reasons as above. Roorda et 
al in view of Forster fail to teach that and the medical implant has a masking material on at least 
one surface (Claim 5). 

Schwartz et al state that masking techniques are known in the art for partial coating of 
stents to result in coating of predetermined stent segments (See column 11, line 67; column 12, 
lines 1-2). 

It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to have used known masking techniques for coating stents in Roorda et al in view of 
Forster with the expectation of providing the desired coating of predetermined segments of the 
stents. 

As to claim 6 , Claim 6 is rejected because collection of Roorda et al in view of Forster 
any fluid inherently requires a reservoir. 

As to claim 8 , Schwarz f 598 teaches multiple layers (col. 7, line 40). 

14. Claims 7, 9-1 1 , 37, and 39 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Roorda et al in view of Forster, further in view of Dunajtschik (US 4,586,457). 

Roorda et al in view of Forster are applied here for the same reasons as above. Roorda et 
al in view of Forster fail to teach that air is re-circulated (Claims 7, 9). 

Dunajtschik teaches that it is possible in principle to completely seal the inner space of 
the coating drum 2 against the atmosphere, so that either directly or within the surrounding 
housing the process can run with recirculated air (See column 7, lines 14-26). 

It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to have completely sealed the inner space of the coating drum in Roorda et al in view 
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of Forster against the atmosphere, so that either directly or within the surrounding housing the 
process can run with recirculated air with the expectation of providing the desired isolation of 
operation, as taught by Dunajtschik. 

15. Claim 19 is rejected under 35 U.S.C. 103(a) as being unpatentable over Roorda et al in 
view of Forster, further in view of Fernandez et al (US 3,696,188). 

Roorda et al in view of Forster are applied here for the same reasons as above. Roorda et 
al in view of Forster fail to teach that cores coated with a first and a second bioactive coating 
layers. 

Fernandez et al teach that inert cores can be coated with multiple bioactive coating layers 
depending on intended use of a final product (See column 3, lines 5-20). 

It would have been obvious to one of ordinary skill in the art at the time the invention 
was made to have coated inert cores in Roorda et al in view of Forster with multiple bioactive 
coating layers depending on intended use of a final product, as taught by Fernandez et al. 
As to recycling , while the references fail to specifically teach recycling the 
therapeutic agent, Examiner notes that pharmaceuticals are very expensive. In a spray 
coating operation, a large quantity of coating material is "lost" and misses its targets. It 
is Examiner's position that one of ordinary skill in the art would provide a recycling 
operation to recover the lost pharmaceuticals to be used in a later coating operation so 
as to maximize manufacturing profits. 

Response to Arguments 

16. Applicant's arguments with respect to claims 1-16, 18, 19, 25-28 have been considered 
but are moot in view of the new ground(s) of rejection. 


Conclusion 

1 7. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Elena Tsoy whose telephone number is 571-272-1429. The 
examiner can normally be reached on Monday-Thursday, 9:00AM - 5:30 PM. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Timothy Meeks can be reached on 571-272-1423. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). 


Elena Tsoy 
Primary Examiner 
Art Unit 1762 

October 10, 2006 


